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21 CFR Ch. I (4–1–12 Edition) § 868.1620 

subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 61 
FR 1119, Jan. 16, 1996; 66 FR 38793, July 25, 
2001] 

§ 868.1620 Halothane gas analyzer. 
(a) Identification. A halothane gas an-

alyzer is a device intended to measure 
the concentration of halothane anes-
thetic in a gas mixture. The device 
may use techniques such as mass spec-
trometry or absorption of infrared or 
ultraviolet radiation. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.1640 Helium gas analyzer. 
(a) Identification. A helium gas ana-

lyzer is a device intended to measure 
the concentration of helium in a gas 
mixture during pulmonary function 
testing. The device may use techniques 
such as thermal conductivity, gas chro-
matography, or mass spectrometry. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.1670 Neon gas analyzer. 
(a) Identification. A neon gas analyzer 

is a device intended to measure the 
concentration of neon in a gas mixture 
exhaled by a patient. The device may 
use techniques such as mass spectrom-
etry or thermal conductivity. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.1690 Nitrogen gas analyzer. 
(a) Identification. A nitrogen gas ana-

lyzer is a device intended to measure 
the concentration of nitrogen in res-
piratory gases to aid in determining a 
patient’s ventilatory status. The device 
may use techniques such as gas chro-
matography or mass spectrometry. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.1700 Nitrous oxide gas analyzer. 
(a) Identification. A nitrous oxide gas 

analyzer is a device intended to meas-
ure the concentration of nitrous oxide 
anesthetic in a gas mixture. The device 
may use techniques such as infrared 
absorption or mass spectrometry. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.1720 Oxygen gas analyzer. 

(a) Identification. An oxygen gas ana-
lyzer is a device intended to measure 
the concentration of oxygen in res-
piratory gases by techniques such as 
mass spectrometry, polarography, 
thermal conductivity, or gas chroma-
tography. This generic type of device 
also includes paramagnetic analyzers. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.1730 Oxygen uptake computer. 

(a) Identification. An oxygen uptake 
computer is a device intended to com-
pute the amount of oxygen consumed 
by a patient and may include compo-
nents for determining expired gas vol-
ume and composition. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.1750 Pressure plethysmograph. 

(a) Identification. A pressure 
plethysmograph is a device used to de-
termine a patient’s airway resistance 
and lung volumes by measuring pres-
sure changes while the patient is in an 
airtight box. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.1760 Volume plethysmograph. 

(a) Identification. A volume 
plethysmograph is an airtight box, in 
which a patient sits, that is used to de-
termine the patient’s lung volume 
changes. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.1780 Inspiratory airway pressure 
meter. 

(a) Identification. An inspiratory air-
way pressure meter is a device used to 
measure the amount of pressure pro-
duced in a patient’s airway during 
maximal inspiration. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.1800 Rhinoanemometer. 

(a) Identification. A rhinoanemometer 
is a device used to quantify the amount 
of nasal congestion by measuring the 
airflow through, and differential pres-
sure across, a patient’s nasal passages. 
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